[JOINT  COMMITTEE  PRINT] 


ISSUES  ARISING  IN  THE  DETERMINATION 

OF  AN  APPROPRIATE  FUNDING  SOURCE 

FOR  THE  NATIONAL  VACCINE  INJURY 

COMPENSATION  PROGRAM 


Scheduled  for  a  Hearing 

BEFORE  THE 

SUBCOMMITTEE  ON  SELECT  REVENUE 
MEASURES 

OF  THE 

COMMITTEE  ON  WAYS  AND  MEANS 
ON  MARCH  5,  1987 


Prepared  by  the  Staff 

OF  THE 

JOINT  COMMITTEE  ON  TAXATION 


MARCH  4,  1987 


U.S.  GOVERNMENT  PRINTING  OFFICE 
69-658  WASHINGTON  :   1987  JCS-4-87 


For  sale  by  the  Superintendent  of  Documents,  U.S.  Government  Printing  Office 
Washington,  DC  20402 


CONTENTS 


Page 

Introduction 1 

I.  Overview 2 

A.  Summary  of  the  National  Vaccine  Injury  Com- 

pensation Program  and  Reasons  for  the  Pro- 
gram   2 

B.  Summary  of  Tort-Law  Remedies  for  Vaccine  Inju- 

ries   3 

C.  Summary  of  Alternative  Funding  Sources  and 

Issues  Arising  in  Connection  with  Such  Funding 
Sources 4 

II.  Description  of  the  National  Childhood  Vaccine 
Injury  Act  of  1986  and  Estimated  Budget  Outlays 
Under  the  Act 7 

A.  National  Vaccine  Injury  Compensation  Program ..  7 

B.  Authority  to  Bring  Civil  Tort  Actions 12 

C.  Estimates  of  Budget  Outlays  for  the  National 

Vaccine  Injury  Compensation  Program 13 

III.  Description  of  Alternative  Funding  Sources  for  the 
National  Vaccine  Injury  Compensation  Program 
AND  Issues  Arising  in  Connection  with  Such  Fund- 
ing Sources 16 

A.  General  Revenues 16 

B.  Dedicated  Excise  Tax  and  Trust  Fund 16 

C.  Issues  for  Consideration  in  Evaluating  Alterna- 

tive Funding  Sources 17 

Appendices 23 

Appendix  A.  Economic  Analysis  of  the  Effect  of  Changes 

in  Liability  on  Vaccine  Manufacturers'  Behavior 23 

Appendix  B.  Bills  Introduced  in  the  99th  Congress  to 

Establish  a  National  Vaccine  Injury  Compensation 

Program 26 

Appendix  C.  Vaccine  Injury  Compensation  Programs  in 

Certain  Other  Countries 28 

(m) 


INTRODUCTION 

This  pamphlet,^  prepared  by  the  staff  of  the  Joint  Committee  on 
Taxation,  provides  an  analysis  of  issues  related  to  determining  an 
appropriate  funding  source  for  the  Federal  compensation  program 
established  by  the  National  Childhood  Vaccine  Injury  Act  of  1986 
(Title  III,  P.L.  99-660)  ("the  Act").  The  Subcommittee  on  Select  Rev- 
enue Measures  of  the  Committee  on  Ways  and  Means  has  sched- 
uled a  hearing  on  these  issues  on  March  5,  1987. 

The  first  part  of  the  pamphlet  is  a  summary  of  the  new  Federal 
vaccine  injury  compensation  program  and  of  issues  arising  in  con- 
nection with  enactment  of  a  funding  source  for  that  program.  The 
second  part  of  the  pamphlet  provides  a  description  of  the  Federal 
vaccine  injury  compensation  program  enacted  by  the  Act  and  esti- 
mates of  budget  outlays  for  the  program.  The  third  part  of  the 
pamphlet  contains  a  description  of  alternative  funding  sources  for 
the  new  program,  including  both  general  revenues  and  dedicated 
excise  taxes,  and  an  analysis  of  the  issues  arising  from  enactment 
of  various  funding  sources. 

Finally,  the  pamphlet  includes  three  appendices  providing  (A)  an 
economic  analysis  of  the  effect  of  a  Federal  vaccine  injury  compen- 
sation program  on  manufacturers'  behavior,  (B)  a  summary  of  bills 
introduced  in  the  99th  Congress  to  establish  and  fund  vaccine 
injury  compensation  programs,  and  (C)  an  overview  of  vaccine 
injury  compensation  programs  in  certain  other  countries. 


'  This  pamphlet  may  be  cited  as  follows:  Joint  Committee  on  Taxation,  Issues  Arising  in  the 
Determination  of  an  Appropriate  Funding  Source  for  the  National  Vaccine  Injury  Compensation 
Program  (JCS-4-87),  March  4,  1987. 

(1) 


I.  OVERVIEW 

A.  Summary  of  the  National  Vaccine  Injury  Compensation 
Program  and  Reasons  for  the  Program 

The  National  Vaccine  Injury  Compensation  Program  was  en- 
acted in  1986  2  to  provide  a  source  of  compensation  for  individuals 
who  are  injured  or  die  as  a  result  of  administration  of  certain  pre- 
scribed childhood  vaccines  (diptheria,  pertussis,  and  tetanus  (DPT), 
measels,  mumps,  and  rubella  (MMR),  and  certain  polio  vaccines).^ 
The  new  compensation  program  is  to  be  effective  following  enact- 
ment of  a  Federal  funding  source. 

The  new  Federal  compensation  program  is  intended  as  an  alter- 
native source  of  compensation  to  civil  tort  actions  against  manufac- 
turers of  the  prescribed  vaccines.  Unlike  tort  actions,  however,  the 
new  system  is  a  no-fault  system.*  Thus,  no  proof  of  fault  on  the  | 
part  of  the  manufacturer  is  required — if  an  individual  receives  a 
vaccine  and  suffers  any  of  the  injuries  for  which  compensation  is 
authorized  within  a  prescribed  time  period,  compensation  awards 
are  to  be  made. 

The  new  Federal  compensation  program  substitutes  a  Federal  in- 
surance system  for  the  existing  State-law  tort  and  private  insur-  j 
ance  system,  as  applied  to  vaccine  manufacturers.  The  uncertainty 
of  civil  judgments  against  vaccine  manufacturers,  especially  the 
amounts  of  such  judgments,  has  led  to  significant  price  increases  in 
recent  years.  For  example,  the  price  of  the  DPT  vaccine  has  in- 
creased from  $.10  per  dose  in  1982  to  $3.01  per  dose  in  1986.^  For| 
1987,  the  price  is  expected  to  be  significantly  higher  due  to  an  ap- 
proximate $8.00  per  dose  surcharge  imposed  by  manufacturers  for 
a  liability  reserve. 

In  addition,  the  potential  for  unlimited  damage  awards  has  been  j 
cited  as  a  factor  discouraging  manufacturers  from  producing  child- 1 
hood  vaccines,  thereby  endangering  the  long-run  vaccine  supply.  [ 
Enactment  of  the  vaccine  injury  compensation  program  represent- 1 
ed  a  determination  that  society  as  a  whole,  through  the  Federal 
Government,  rather  than  vaccine  recipients  and  manufacturers, 


2  The  National  Childhood  Vaccine  Injury  Act  of  1986  (Title  HI,  P.L.  99-660).  j 

'  The  DPT,  MMR,  and  polio  vaccines  are  required  to  attend  school  in  most  States,  although 
some  States  provide  exemptions  for  medical,  religious,  and  philosophic  reasons.  Of  these,  the 
highest  rate  of  adverse  reactions  appears  to  be  associated  with  the  DPT  vaccine,  specifically  the 
pertussis  component,  which  contains  whole  (rather  than  attenuated),  killed  bacteria.  For  a  dis- 
cussion of  the  target  diseases,  vaccines,  and  risks  associated  with  these  vaccines,  see,  Childhood 
Immunizations:  A  Report  Prepared  by  the  Subcommittee  On  Health  and  the  Environment  of  the  j 
Committee  on  Energy  and  Commerce,  U.S.  House  of  Representatives,  Committee  Print  99-LL, 
99th  Cong.,  2d  Sess.,  September,  1986.  I 

*  The  new  Federal  compensation  program  does  not  require  that  claimants  show  who  manufac- 
tured the  vaccine  causing  injury;  rather  the  Federal  Government  is  the  respondent  party  in 
compensation  actions. 

*  The  1986  price  is  the  price  on  sales  to  the  Federal  Government;  prices  to  private  purchasers  j 
may  be  higher.  ' 
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should  assume  responsibility  for  administration  and  funding  of  this 
t)rpe  of  compensation. 

Proponents  of  the  Federal  compensation  program  believed  that 
the  combination  of  significantly  higher  prices  and  uncertain  com- 
pensation for  injuries  could  result  in  reduced  compliance  with  the 
nation's  childhood  immunization  program.  For  example,  while  the 
DPT,  MMR,  and  polio  vaccines  are  required  to  attend  school  in 
most  cases,  parents  could  delay  immunizing  their  children  until 
their  entry  into  school,  rather  than  pursuing  medically  recom- 
mended procedures  for  earlier  vaccination. 

Substitution  of  a  Federal  insurance  system  for  the  State-law  tort 
[and  private  insurance)  systems  was  believed  likely  to  eliminate 
the  perceived  threat  to  compliance  with  the  immunization  program 
by  lessening  pressure  for  price  increases  by  providing  greater  cer- 
tainty of  compensation  for  injuries  (e.g.,  through  specified  amounts 
and  lower  standards  of  proof  necessary  for  recovery),  and  by  lower- 
ing administrative  costs  incurred  in  obtaining  compensation,  such 
as  attorneys'  fees. 

Awards  under  the  new  compensation  program  generally  are  not 
paid  on  a  lump-sum  basis  nor  are  the  maximum  amounts  of  such 
awards  definitely  set  when  made,  except  in  the  case  of  death  for 
which  lump  sum  awards  of  $250,000  are  authorized,  and  pain  and 
suffering  awards,  where  lump-sum  awards  of  up  to  $250,000  are  au- 
thorized. Rather,  the  compensation  is  paid  periodically  over  the  life 
Df  the  injured  claimant  in  such  amounts  as  are  required  to  satisfy 
otherwise  unreimbursable  medical  and  custodial  care  costs  in- 
curred not  more  than  one  year  after  the  date  of  each  payment. 
^Vfter  a  successful  claimant  attains  age  18,  amounts  equivalent  to 
lost  or  reduced  wages  resulting  from  the  vaccine-related  injury  also 
are  payable. 

J  >       B.  Summary  of  Tort-Law  Remedies  for  Vaccine  Injuries 

In  addition  to  authorizing  Federal  compensation  for  vaccine  inju- 
ries, the  Act  imposed  new  limits  on  permitted  State-law  tort  recov- 
eries in  the  case  of  vaccine  injuries.  Except  as  limited  under  the 
Act,  tort-law  recoveries  remain  the  subject  of  State,  rather  than 
Federal  law.  The  Act  does  not  affect  the  tort  liability  under  appli- 
cable State  laws  of  any  persons  other  than  the  manufacturers  of 
the  covered  vaccines  (e.g.,  physicians). 

When  the  new  compensation  program  is  effective,  all  vaccine-re- 
lated damage  claims  must  first  be  determined  by  U.S.  District 
Courts  under  the  program.  Following  such  a  determination,  each 
claimant  must  elect  whether  to  accept  as  final  settlement  the 
amount  (if  any)  awarded  under  the  program,  or  to  proceed  in  an 
appropriate  State  court  with  a  civil  tort  action. 

State-law  tort  remedies 

Statutory  and  case  law  of  the  States  varies;  however,  in  most 
States,  a  recovery  under  tort  law  requires,  at  a  minimum,  a  civil 
action  against  the  manufacturer  of  the  vaccine  causing  injury  (or 
other  responsible  party)  and  a  showing  of  fault  on  the  part  of  the 
manufacturer  in  either  the  manufacture  or  marketing  of  the  vac- 
cine. 


To  recover  damages  against  a  manufacturer,  a  claimant  must 
prove  that  his  injury  was  caused  by  a  defect  that  was  present  at 
the  time  it  left  the  hands  of  the  manufacturer.  Such  a  defect  may 
be  in  the  manufacture  or  in  the  design  of  the  product,  or  may  con- 
sist of  a  failure  to  provide  adequate  warnings  as  to  the  risks  associ- 
ated with  use  of  the  product.  Several  State  cases  have  held  manu- 
facturers to  be  at  fault  because  of  failure  to  provide  direct  warn- 
ings to  users  of  the  vaccines  (as  opposed  to  health  care  providers)  of 
the  dangers  associated  with  a  vaccine.  In  most  States,  it  is  not  suf- 
ficient to  prove  merely  that  the  product  caused  the  injury  for 
which  recovery  is  sought. 

The  amount  and  structure  of  awards,  like  the  standards  for  re- 
covery, also  are  provided  in  State  law.  In  general,  except  in  the 
case  of  wrongful  death  actions  for  which  maximum  awards  fre- 
quently are  provided  in  State  statutes,  the  amount  of  awards  is 
within  the  discretion  of  the  State  courts  (or  the  parties  to  the 
action  in  the  case  of  negotiated  settlements).  Amounts  awarded  to 
plaintiffs  may  include  economic  damages  (including  medical  and 
other  costs,  and  lost  or  reduced  earnings);  damages  for  pain  and 
suffering;  and  in  some  cases,  punitive  damages.  Consistent  with  the 
termination  of  jurisdiction  of  a  court  following  entry  of  a  judgment, 
most  tort  awards  historically  have  been  for  defined  amounts,  fre- 
quently to  be  paid  as  a  lump  sum. 

Federal  preemption  of  certain  tort  rules  under  the  Act 

As  described  above,  the  Act  requires  claimants  to  proceed  under 
the  National  Vaccine  Injury  Compensation  Program  before  filing  a 
State-law  claim  against  a  vaccine  manufacturer.  If  a  State-law 
claim  is  filed,  the  Act  preempts  State  tort  law  to  a  limited  extent 
by  imposing  limits  on  recovery  from  vaccine  manufacturers. 
Among  these  limits  are  a  prohibition  on  compensation  for  injury  or 
death  associated  with  unavoidable  side-effects;  a  presumption  that 
vaccine  manufacturers  are  not  negligent  in  manufacturing  or  mar- 
keting vaccines  if  they  comply,  in  all  material  respects,  with  Feder- 
al Food  £ind  Drug  Administration  requirements;  and  limits  on  puni- 
tive damage  awards. 

C.  Summary  of  Alternative  Funding  Sources  and  Issues  Arising  in 
Connection  With  Such  Funding  Sources 

Federal  financing  of  a  vaccine  injury  compensation  program 
raises  several  issues,  both  as  to  revenue  source  and  fiscal  adminis- 
tration of  the  program  and  as  to  the  economic  and  social  conse- 
quences of  such  Federal  Government  action. 

General  revenues 

The  most  direct  recognition  of  a  Federal  obligation  to  the  pro- 
gram would  be  to  fund  compensation  awards  out  of  general  reve- 
nues.  While   appropriated  general   revenues  would   achieve  the 
greatest  sharing  of  the  burden  of  costs  of  these  awards  through  so- 
ciety, some  suggest  that  such  an  action  may  not  satisfy  one  of  the  i 
objectives  of  the  new  no-fault  compensation  system — certainty  of  1 
pa5anent.  These  persons  suggest  that  the  appropriations  process, ! 
being  generally  an  annual  process,  may  not  provide  this  certainty, 


especially  in  times  of  budgetary  constraint.^  There  are,  however, 
numerous  Federal  entitlement  programs,  notably,  Aid  for  Families 
with  Dependent  Children  (AFDC),  that  provide  certain  future  pay- 
ments by  the  Federal  Government,  notwithstanding  required 
annual  appropriations. 

Dedicated  excise  taxes 

Imposition  of  special,  dedicated  taxes  deposited  in  trust  funds  has 
been  chosen  as  the  funding  source  for  several  Federal  programs 
where  Congress  has  determined  that  the  cost  burden  is  more  ap- 
propriately borne  by  a  limited  group  of  persons  having  a  more 
direct  nexus  to  the  purpose  of  the  expenditures.  Dedicated  taxes  in- 
cluded the  employment  taxes  that  fund  the  Social  Security  Trust 
Fund  and  the  taxes  financing  the  Unemployment  Compensation 
Trust  Fund;  the  excise  tax  on  coal  to  finEince  the  Black  Lung  Dis- 
ability Trust  Fund;  and  the  excise  taxes  on  motor  fuels  and  other 
highway-related  articles  to  finance  the  Highway  Trust  Fund. 

Enactment  of  such  dedicated  taxes  with  stable  tax  rates  may  re- 
quire greater  precision  in  determining  total  program  costs  (over  a 
period  of  years)  than  if  general  revenue  funding  is  used.  This  need 
for  precision  in  establishing  program  costs  may  be  demonstrated 
■  through  the  history  of  the  Black  Lung  Disability  Trust  Fund, 
which  has  experienced  deficits  for  several  years — a  situation  that 
in  recent  years  has  necessitated  extensive  borrowing  from  general 
revenues,  some  benefit  reductions,  and  tax  increases.  This  need  for 
precision  is  lessened  somewhat  if,  like  the  black  lung  disability  pro- 
gram, the  vaccine  injury  compensation  program  is  given  authority 
to  borrow  from  general  revenues.  Alternatively,  tax  rates  may  be 
set  high  deliberately  with  an  automatic  reduction  if  revenues 
exceed  program  liabilities. 

The  smaller  revenue  base  also  increases  the  potential  for  eco- 
nomic distortion  to  the  persons  subject  to  a  dedicated  tax.  If  vac- 
cine prices  increase  as  a  result  of  a  tax  on  vaccines,  the  percentage 
[  of  total  vaccines  purchased  by  the  Federal  Government  and  State 
and  local  governments  could  increase  significantly  as  more  vaccina- 
tions are  administered  through  public  health  services,  rather  than 
I  by  private  physicians.  These  governments  currently  purchase  ap- 
proximately 50  percent  of  the  vaccines  sold  in  the  United  States. 
^  Imposing  tax  on  sales  to  the  Federal  Government  is  substantively 
^  equivalent  to  appropriating  monies  from  general  revenues  for  pay- 
i  ment  of  compensation  awards  and  involves  the  same  budgetary 
issues  as  funding  from  general  revenues. 

Government  fiscal  planning 

If  an  excise  tax/trust  fund  alternative  is  adopted,  the  Subcom- 
_  mittee  must  decide  whether  the  tax  should  be  sufficient  to  finance 
the  trust  fund  on  a  fully  funded  basis  or  on  a  pay-as-you-go  basis. 
Outlays  from  the  trust  fund  will  vary  over  time.  In  general,  outlays 
will  be  greater  in  later  years  because  the  majority  of  payments  re- 
ceived by  individuals  are  made  in  years  after  the  initial  award  is 


'  The  compensation  awards  under  the  new  program  are  not  for  set  amounts. 


made.  It  may  take  many  years  before  the  trust  fund  reaches  this 
higher,  "steady-state"  level  of  annual  outlays. 

If  an  excise  tax  is  set  at  a  rate  sufficient  to  finance  only  current 
outlays  (a  pay-as-you-go  approach),  then  tax  rates  must  be  in- 
creased when  higher  annual  outlays  are  experienced.  As  the  trust 
fund  matures,  the  rate  of  tax  necessary  to  meet  current  outlays 
may  result  in  significantly  higher  vaccine  prices,  reducing  compli- 
ance with  the  State  vaccination  programs  or  placing  further  de- 
mands on  public  hesdth  agencies  for  the  provision  of  vaccines.  A 
fully  funded  method  of  financing  would  require  higher  initial  tax 
rates,  but  may  result  in  lower  tax  rates  than  for  a  pay-as-you-go 
system  in  later  years.  Further,  a  fully-funded  approach  may  more 
accurately  portray  the  true  costs  of  the  compensation  program  and 
the  accrued  liabilities  of  the  fund. 

Scheduled  sunsets 

An  additional  issue  that  arises  in  conjunction  with  enactment  of 
dedicated  taxes  and  trust  funds  is  that  of  a  scheduled  sunset.  In 
recent  years,  trust  funds  and  excise  taxes  having  a  narrow  revenue 
base  and  public  works  program  trust  funds  generally — as  opposed 
to  broad-based  entitlement  programs  like  social  security — frequent- 
ly have  been  enacted  with  specific  sunset  dates  to  ensure  periodic 
review  of  both  expenditure  assumptions  and  continued  appropriate- 
ness of  the  taxes.  In  most  cases,  these  trust  funds  require  full  fund- 
ing of  all  future  liabilities  of  the  funds  either  on  a  current  basis  or 
before  the  scheduled  sunset  dates.  Precise  data  is  not  available  on 
long-run  anticipated  liabilities  of  the  vaccine  injury  compensation 
program,  and  the  amount  of  these  future  liabilities  even  to  initial 
claimants  is  not  definitely  set  at  the  time  of  their  award.  Thus, 
some  persons  might  suggest  that  a  sunset  date  is  appropriate  to 
permit  review  of  the  taxes  and  compensation  program  when  more 
complete  data  is  available. 

In  the  case  of  the  new  Federal  vaccine  injury  compensation  pro- 
gram, claimants  receiving  awards  in  the  first  years  following  the 
program's  effective  date  will  continue  to  receive  payments  through- 
out their  lives,  long  past  any  sunset  dates  normally  enacted  for 
trust  funds.  Failure  to  finance  such  a  program  on  a  fully  funded 
basis  before  any  scheduled  sunset  date  is  equivalent,  however,  to 
authorizing  borrowing  from  general  revenues  in  the  later  years. 
Adhering  to  the  pattern  of  sunset  dates  adopted  by  Congress  for 
many  dedicated  taxes  and  trust  funds  in  recent  years  could  require 
revision  of  the  compensation  program,  as  presently  enacted,  if  a 
dedicated  excise  tax  funding  source  is  adopted,  to  permit  accurate 
determination  and  funding  of  total  future  liabilities. 


IL  DESCRIPTION  OF  THE  NATIONAL  CHILDHOOD  VACCINE 
INJURY  ACT  OF  1986  AND  ESTIMATED  BUDGET  OUTLAYS 
UNDER  THE  ACT 

A.  National  Vaccine  Injury  Compensation  Program 

The  National  Childhood  Vaccine  Injury  Act  of  1986  '^  (the  "Act") 
creates  a  National  Vaccine  Injury  Compensation  Program,  under 
which  a  party  suffering  death  or  a  prescribed  injury  as  a  result  of 
certain  specified  vaccines  ®  is  required  to  file  for  compensation 
under  a  new  Federal  compensation  program  before  bringing  a  civil 
action  for  damages  against  the  vaccine  manufacturer.^  The  new 
compensation  program  is  administered  by  special  masters  in  the 
U.S.  District  Courts.  ^°  Amounts  compensable  under  the  program 
include  otherwise  unreimbursed  medical,  rehabilitative,  education- 
al, and,  where  appropriate,  residential  and  custodial  expenses.  Ad- 
ditionally, compensation  is  authorized  for  lost  earnings  and  for  up 
to  $250,000  per  claimant  in  damages  for  pain  and  suffering.  In  the 
event  of  death,  compensation  (other  than  unreimbursable  expenses) 
of  $250,000  is  authorized.  (Reasonable  attorney's  fees  also  may  be 
recovered  under  the  new  compensation  program.) 

The  program  applies  to  vaccines  received  in  the  United  States  or 
its  trust  territories  and,  in  certain  cases,  to  vaccines  received  out- 
side these  areas  (e.g.,  as  a  member  of  the  U.S.  armed  forces  sta- 
tioned in  another  country.) 

Following  a  determination  under  the  new  compensation  pro- 
gram, a  claimant  may  reject  any  award  and  bring  a  civil  action  for 
damages  against  the  vaccine  manufacturer.  Recovery  in  any  such 
an  action  is  governed  by  general  tort  law  principles,  subject  to  spe- 
cific modifications  made  by  the  Act.  If  the  claimant  accepts  an 
award  under  the  compensation  program,  the  Federal  Government 
is  subrogated  to  any  tort  claims  the  claimant  may  have  against  the 
(  vaccine  manufacturer. 

The  compensation  program  is  to  be  effective  once  a  funding 

,  mechanism  is  in  place. 

«. 

Eligibility  for  compensation 

To  recover  under  the  new  compensation  program,  a  claimant  is 
required  to  demonstrate,  by  a  preponderance  of  the  evidence,  the 
following  facts: 


^  Title  in  of  P.L.  99-660. 

«  See,  Table  1,  below. 

*  The  new  compensation  program  does  not  affect  the  ability  of  claimants  to  bring  civil  actions 
at  any  time  against  a  party  other  than  the  vaccine  manufacturer  (e.g.,  a  physician). 

'°  A  party  may  not  seek  compensation  through  the  program  for  damages  of  $1,000  or  less; 
however,  a  party  may  bring  a  ci\al  action  in  such  cases. 

(7) 


8 

(1)  The  claimant  received  a  vaccine  covered  under  the  compensa- 
tion program,  or  else  contracted  polio  (directly  or  indirectly)  from 
another  person  receiving  an  oral  polio  vaccine. 

(2)  The  claimant  sustained,  or  significantly  aggravated,  any  con- 
dition for  which  compensation  is  authorized  under  the  program  in 
conjunction  with  the  relevant  vaccine,  or  died  as  a  result  of  the 
vaccine. 

(3)  The  first  symptom  of  the  onset  or  significant  aggravation  of 
such  condition  (or  death)  occurred  within  the  time  period  pre- 
scribed under  the  program.  ^  ^ 

(4)  The  claimant  has  not  previously  collected  damages  (including 
a  settlement)  in  a  civil  action  for  the  vaccine  injury  or  death. 

Compensation  may  not  be  awarded,  if  there  is  a  preponderance 
of  the  evidence  that  the  claimant's  condition  or  death  results  from 
factors  unrelated  to  the  vaccine  in  question. 

Vaccines  and  injuries  for  which  compensation  authorized 

The  vaccines  and  injuries  that  are  compensable  under  the  Act 
are  shown  in  Table  1. 

Table  1. — Vaccine  Injuries  for  Which  Compensation  Is 
Authorized  Under  P.L.  99-660 

...„.,,,  dUability  .y;ury  or  cndiUon        „,  J|S|S„"'of"o'„s"ofo'?Ciflcan. 

2^ggr2Lvation  after  vaccine  administration 

I.  DTP;  P;  DTP/Polio  Combina- 
tion; or  Any  Other  Vaccine 
Containing  Whole  Cell  Per- 
tussis Bacteria,  Extracted  or 
Partial  Cell  Bacteria,  or  Spe- 
cific Pertussis  Antigens 

A.  Anaphylaxis  or  anaphy- 
lactic shock 24  hours. 

B.  Encephalopathy  or  en- 
cephalitis (i.e,  brain 
damage) 3  days. 

C.  Shock-collapse  or  hypo- 
tonic-h3T)oresponsive  col- 
lapse   3  days. 

D.  Residual  seizure  disor- 
der   3  days. 


' '  Alternatively,  the  claimant  may  have  sustained  an  injury  (or  death)  that  is  not  specified 
under  the  Act,  or  that  did  not  occur  within  the  indicated  periods.  In  these  cases,  however,  the 
claimant  mufit  demonstrate  that  the  condition  or  death  was  caused  by  the  vaccine  in  question. 


Table  1.— Vaccine  Injuries  for  Which  Compensation  Is 
Authorized  Under  P.L.  99-660— Continued 


Illness,  disability,  injury  or  condition  ^1?^*  period  for  first  symptom  or 

covered  manifestation  of  onset  or  of  significant 
aggravation  after  vaccine  administration 

E.  Any  acute  complication 
or  sequela  (including 
death)  of  an  illness,  dis- 
ability, injury,  or  condi- 
tion referred  to  above 
which  illness,  etc.,  arose 
within    the    time    period 

prescribed Not  applicable. 

[I.  Measles,  mumps,  rubella,  or 

any  vaccine  containing  any  of 

the  foregoing  as  a  component; 

DT;  Td;  or  Tetanus  Toxoid: 

A.  Anaphylaxis  or  anaphy- 
lactic shock 24  hours. 

B.  Encephalopathy  or  en- 
cephalitis   15    days    (for    mumps,    rubella, 

measles,   or   any  vaccine   con- 
taining any  of  the  foregoing  as 
I  a  component);  3  days  (for  DT, 

.  Td,  or  tetanus  toxoid). 

C.  Residual    seizure    disor- 

^®^ 15    days    (for    mumps,    rubella, 

measles,  or  any  vaccine  con- 
taining any  of  the  foregoing  as 
a  component);  3  days  (for  DT, 
Td,  or  tetanus  toxoid). 

D.  Any  acute  complication 
or  sequela  (including 
death)  of  an  illness,  dis- 
ability, injury,  or  condi- 
tion referred  to  above 
which  illness,  etc.,  arose 
within    the    time    period 

prescribed Not  applicable. 

.II.  Polio  Vaccines  (other  than 
Inactivated  Polio  Vaccine): 
A.  Paralytic  polio: 

— in  a  non-immunodefi- 

cient  recipient 30  days. 

— in    an    immunodefi- 

cient  recipient 6  months. 

— in  a  vaccine-associat- 
ed community  case Not  applicable. 
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Table  1. — Vaccine  Injuries  for  Which  Compensation  Is 
Authorized  Under  P.L.  99-660 — Continued 

IU„«,.  disability  N„r,  or  condition        „3SS£''oKero7„7Cif?c.nt 

aggravation  after  vaccine  administration 

B.  Any  acute  complication 
or  sequela  (including 
death)  of  an  illness,  dis- 
ability, injury,  or  condi- 
tion referred  to  above 
which  illness,  etc.,  arose 
within    the    time    period 

prescribed Not  applicable. 

IV.   Inactivated  Polio  Vaccine: 

A.  Anaphylaxis  or  anaphy- 
lactic shock 24  hours, 

B.  Any  acute  complication 
or  sequela  (including 
death)  of  an  illness,  dis- 
ability, injury,  or  condi- 
tion referred  to  above 
which  illness,  etc.,  arose 
within    the    time    period 

prescribed Not  applicable. 


The  Department  of  Health  and  Human  Services  (HHS),  in  con- 
sultation with  a  new  Advisory  Commission  on  Childhood  Vaccines, 
has  authority  to  modify  on  a  prospective  basis  the  vaccine  injuries 
for  which  compensation  is  authorized,  or  to  change  the  time  peri- 
ods provided  in  the  Act  during  which  an  injury  or  death  must 
occur.  The  addition  of  new  vaccines  to  the  table,  or  the  deletion  of 
vaccines  presently  included,  may  be  accomplished  only  by  legisla- 
tion. 

Compensable  amounts 

In  general 

Under  the  Act,  compensation  for  a  vaccine  injury  or  death  in- 
cludes the  following  items: 

(1)  Unreimbursable  expenses  in  excess  of  $1,000,  including  rea- 
sonable projected  and  unreimbursable  expenses,  ^^  incurred  (or  to 
be  incurred)  by  the  claimant  for — 

(a)  medical  or  other  remedial  care,  and 

(b)  rehabilitation  (including  special  education  and  job  place- 
ment), custodial  care,^^  and  behavioral  therapy. 


'  ^  Compensation  is  provided  for  expenses  incurred  both  before  or  after  the  date  of  a  compen- 
sation award.  Compensation  for  residential  and  custodial  care  is  to  be  sufficient  to  enable  the 
compensated  person  to  continue  living  at  home. 

*^  This  may  include,  for  example,  the  cost  of  institutionalization  of  a  seriously  injured  claim- 
ant. 
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(2)  Actual  and  anticipated  loss  of  earnings. 

(3)  Actual  and  projected  pain  and  suffering  and  emotional  dis- 
tress from  the  vaccine  injury,  up  to  $250,000. 

Payments  for  projected  expenses  are  to  be  made  on  a  periodic, 
rather  than  a  lump-sum,  basis,  with  no  paynient  being  made  for  a 
period  in  excess  of  one  year.  Pajmients  for  pain  and  suffering,  emo- 
tional distress,  and  previously  incurred  expenses  may  be  made  in  a 
lump  sum,  as  may  payments  for  death. 

No  payments  are  authorized  under  the  program  for  punitive 
damages. 

Death  benefits 

In  the  event  of  a  vaccine-related  death,  an  award  of  $250,000  is 
authorized  to  be  made  to  the  estate  of  the  deceased.^* 

Attorney's  fees 

In  addition  to  the  items  described  above,  a  claimant  under  the 
compensation  program  is  to  be  awarded  reasonable  attorney's  fees 
and  other  costs  incurred  in  the  proceeding.  These  may  be  awarded 
even  if  no  other  compensation  is  awarded,  provided  that  the  court 
finds  that  the  claim  was  filed  in  good  faith  and  that  a  reasonable 
basis  for  the  claim  existed. 

Limitation  to  unreimbursable  expenses 

No  compensation  may  be  paid  for  any  item  or  service  under  the 
program,  to  the  extent  that  payment  has  been  (or  may  reasonably 
be  expected  to  be)  made  with  respect  to  such  item  or  service  under 
a  private  insurance  policy;  a  State  compensation  program;  a  Feder- 
al or  State  health  benefits  program;  or  a  prepaid  health  plan.  The 
Act  further  prohibits  any  health  insurance  policy  or  program  from 
making  payment  of  benefits  under  the  policy  secondary  to  the  pay- 
ment of  compensation  under  the  program. 

Compensation  for  pre-effective  date  injuries 

Under  the  Act,  compensation  with  respect  to  an  injury  or  death 
resulting  from  the  administration  of  a  vaccine  before  the  effective 
date  of  the  program  is  available  for  unreimbursable  medical,  reha- 
bilitation, and  other  expenses  incurred  after  the  date  of  the  judg- 
ment, and  for  death.  (No  awards  for  lost  earnings,  or  for  pain  and 
suffering,  are  allowed.)  For  vaccines  administered  before  the  effec- 
tive date  of  the  program,  a  petition  must  be  filed  within  24  months 
after  the  effective  date.  Awards  for  such  pre-effective  date  injuries 
are  limited  to  3,500  claimants. 

Subsequent  adjustment  of  awards 

If  the  amount  awarded  for  unreimbursable  medical,  rehabilita- 
tion, and  other  expenses  incurred  after  the  date  of  the  judgment 
proves  insufficient  to  meet  such  expenses,  the  claimant  may  peti- 
tion the  court  (a)  to  increase  the  amount  of  the  award  or  (b)  to 
amend  the  periodic  payment  schedule  for  the  award,  or  both.  The 


'*  This  amount,  and  the  $250,000  maximum  award  for  pain  and  suffering,  are  to  be  indexed 
for  inflation  as  measured  by  the  medical  component  of  the  Consumer  Price  Index,  on  an  annual 
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Federal  Government  also  may  petition  for  revision  of  an  award,  if 
an  audit  discloses  the  improper  use  of  compensation  or  that  an 
item  of  compensation  is  no  longer  required. 

Subrogation  to  civil  claims 

Upon  payment  of  compensation  to  any  claimant,  the  Federal 
Government  is  subrogated  to  all  rights  of  the  claimant  with  respect 
to  the  vaccine-related  injury  or  death.  However,  the  Federal  Gov- 
ernment may  not  recover  an  amount  in  excess  of  the  compensation 
paid  to  the  claimant. 

B.  Authority  to  Bring  Civil  Tort  Actions 

If  a  person  (or  the  Federal  Government  pursuant  to  a  subrogated 
claim)  brings  a  civil  action  for  damages  against  a  vaccine  manufac- 
turer, that  action  will  generally  be  governed  by  State  law.  Howev- 
er, the  Act  modifies  certain  aspects  of  State  law  for  purposes  of 
such  actions.  First,  no  vaccine  manufacturer  may  be  held  liable  for 
compensatory  or  punitive  damages  arising  from  an  injury  or  death 
associated  with  the  administration  of  a  vaccine  after  the  effective 
date  of  the  new  compensation  program,  if  the  injury  or  death  re- 
sulted from  side  effects  that  were  unavoidable  even  though  the  vac- 
cine was  properly  prepared  and  was  accompanied  by  proper  direc- 
tions and  warnings.  For  purposes  of  this  rule,  a  vaccine  is  pre- 
sumed to  be  accompanied  by  proper  directions  and  warnings  if  the 
manufacturer  shows  that  it  complied  in  all  material  respects  with 
applicable  requirements  under  the  Federal  Food,  Drug,  and  Cos- 
metic Act  and  section  351  of  the  Public  Health  Service  Act,  unless 
the  claimant  establishes  (1)  fraud  or  intentional  wrongdoing,  or  (2) 
by  clear  and  convincing  evidence,  ^^  that  the  manufacturer  failed  to 
exercise  due  care  notwithstanding  its  compliance  with  those  Acts. 

Second,  no  vaccine  manufacturer  may  be  held  liable  for  damages 
resulting  from  an  injury  or  death  associated  with  the  administra- 
tion of  a  vaccine  after  the  effective  date  solely  because  of  the  man- 
ufacturer's failure  to  provide  direct  warnings  to  the  injured  party 
(or  his  legal  representative)  of  the  potential  dangers  resulting  from 
the  administration  of  the  vaccine.  (Under  this  rule,  warnings  to  the 
person  administering  the  vaccine  would  be  considered  sufficient.) 

Third,  the  Act  specifies  that  actions  against  vaccine  manufactur- 
ers are  to  be  tried  in  three  stages:  (1)  whether  the  manufacturer  is 
liable  is  to  be  determined,  (2)  the  amount  of  damages  (other  than 
punitive  damages)  is  to  be  determined,  and  (3)  if  sought  by  the 
plaintiff,  punitive  damages  (if  any)  are  to  be  assessed  against  the 
manufacturer.  If  the  manufacturer  shows  that  it  complied,  in  all 
material  respects,  with  applicable  requirements  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  the  Public  Health  Service  Act,  it 
may  not,  in  any  case,  be  held  liable  for  punitive  damages,  absent  a 
showing  of  fraud  or  intentional  wrongdoing. 


'  *  This  is  a  stronger  standard  than  the  preponderance  of  the  evidence  standard  generally  ap- 
plied in  civil  cases. 
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Statute  of  limitations 

State  statutes  of  limitations  apply  to  civil  actions  against  vaccine 
manufacturers.  The  Act  provides  that  these  limitation  periods  are 
to  be  tolled  beginning  on  the  date  a  petition  is  filed  under  the  vac- 
cine injury  compensation  program,  and  ending  on  the  date  a  final 
judgment  is  entered  on  the  petition. 

Information  reporting  provisions 

As  part  of  the  vaccine  compensation  program,  the  Act  imposes 
information  reporting  and  recordkeeping  requirements  on  vaccine 
manufacturers  and  on  persons  administering  vaccines. 

C.  Estimates  of  Budget  Outlays  for  the  Vaccine  Injury 
Compensation  Program 

When  the  99th  Congress  enacted  the  National  Vaccine  Injury 
Compensation  Program,  both  the  Congressional  Budget  Office 
(CBO)  and  the  Committee  on  Energy  and  Commerce  estimated  the 
budget  outlays  that  would  occur  under  the  compensation  program, 
during  fiscal  years  1987  through  1991.  These  outlay  estimates  are 
presented  below  for  informational  purposes  only.  Subject  to  the  con- 
siderations discussed  below,  this  information  may  be  helpful  in  es- 
tablishing the  order  of  magnitude  of  required  appropriations 
should  general  revenues  be  chosen  as  the  appropriate  funding 
source  for  the  compensation  program.  Similarly,  should  a  dedicated 
excise  tax  be  imposed  as  the  funding  source  for  the  program,  pro- 
jected rates  of  excise  taxes  may  be  derived,  based  upon  the  estimat- 
ed total  number  of  vaccinations  occurring  annually  and  certain 
other  factors,  described  below. 

In  evaluating  the  available  data  on  program  costs  and  an  appro- 
priate funding  source  for  the  program,  several  factors  require  care- 
ful consideration.  First,  the  CBO  and  Energy  and  Commerce  Com- 
mittee outlay  projections  do  not  reflect  the  total  accrued  liabilities 
arising  during  the  period  1987-1991,  because  most  payments  for 
which  commitments  are  made  during  the  initial  years  of  the  pro- 
gram will  be  disbursed  periodically  throughout  the  lives  of  the 
claimants,  and  may  increase  or  decrease  after  an  initial  award  is 
made,  contingent  on  future  circumstances.  The  estimated  outlay 
figures  represent  only  projected  disbursements  during  this  period — 
total  accrued  liabilities  are  significantly  higher  than  those  stated. 
Similarly,  if  accrued  liabilities  were  fully  funded  by  new,  dedicated 
excise  taxes,  the  tax  rates  might  have  to  be  significantly  higher 
than  those  shown  for  funding  on  a  pay-as-you-go  basis. 

Estimated  outlays  are  very  sensitive  to  assumed  rates  of  inci- 
dence of  adverse  reactions  and  the  severity  of  these  reactions.  Be- 
cause there  are  no  comprehensive  Federal  reporting  requirements 
for  vaccine  injuries  at  the  present  time,  these  estimates  should  be 
used  with  caution.  (A  comprehensive  reporting  requirement  is  pro- 
vided under  the  Act.)  Additionally,  the  number  of  claims  that 
would  be  made  under  a  Federal  no-fault  compensation  system  such 
as  that  provided  in  the  Act  may  be  significantly  higher  than  histor- 
ical data  based  on  the  State-law  tort  system  would  indicate. 
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Congressional  Budget  Office  1986  projections 

Table  2  presents  CBO's  projections  of  actual  budget  outlays  (as 
opposed  to  total  accrued  liabilities)  during  the  period  1987-1991. 
Outlays  are  higher  for  the  first  three  years  of  the  five  years  shown 
because,  during  this  period,  compensation  is  awarded  for  costs  aris- 
ing from  a  large  number  of  injuries  sustained  before  enactment  of 
the  compensation  program  in  addition  to  compensation  for  current 
injuries. 

Table  2.— CBO  Estimated  Outlays,  Fiscal  Years  1987-1991 

[Millions  of  dollars] 


1987 

1988 

1989 

1990 

1991 

1987-91 

72 

156 

114 

44 

46 

332 

Source:  Congressional  Budget  Office,  1986. 

If  an  excise  tax  on  vaccines  were  used  to  finance  these  outlays, 
tax  rates  could  be  set  on  each  type  of  vaccine  (e.g.,  DPT,  DT,  MMR, 
and  polio)  proportional  to  the  compensation  expected  to  be  awarded 
from  the  use  of  each.  Information  necessary  to  set  rates  in  this 
manner  includes  (1)  the  relative  risks  of  injury  and  the  costs  of  dif- 
ferent adverse  reactions,  determined  across  the  different  t3rpes  of 
vaccines,  and  (2)  the  doses  of  each  vaccine  sold.  The  Centers  for 
Disease  Control  currently  collects  limited  information  on  the  fre- 
quency of  different  adverse  reactions.  (The  quality  of  this  informa- 
tion should  improve  under  the  Act.)  Given  the  voluntary  nature  of 
this  reporting,  however,  available  data  on  the  different  rates  of  in- 
cidence across  vaccines  may  be  inaccurate.  Similarly,  given  the 
greater  difficulty  of  receiving  compensation  under  the  tort  system 
(as  compared  to  the  new  no-fault  compensation  system),  and  the  ab- 
sence of  an  established  reporting  system  for  costs  of  injuries,  accu- 
rate determination  of  tax  rates  reflecting  costs  of  injuries  may  be 
difficult.  A  further  complication  is  that  even  if  accurate  determina- 
tions of  costs  and  incidence  rates  were  available  for  any  given  year, 
the  relative  infrequency  of  adverse  reactions  may  cause  projections 
for  future  years  to  be  statistically  imprecise,  as  some  variation 
would  normally  be  expected  to  occur. 

An  alternative  to  setting  tax  rates  in  a  risk-related  manner 
would  be  to  set  tax  rates  equally  across  different  vaccines.  This 
method  would  be  disadvantageous  if  it  caused  a  reduction  in  com- 
pliance with  less  risky  vaccines. 

Committee  on  Energy  and  Commerce  1986  projections 

Table  3  presents  the  1986  projections  by  the  Committee  on 
Energy  and  Commerce  of  actual  budget  outlays  (as  opposed  to  total 
accrued  liabilities)  during  the  period  1987-1991.  These  projections 
assume  lower  attorneys'  fees  and  lower  incidence  rates  than  are  as- 
sumed in  the  CBO  projections.  Outlays  are  higher  for  the  first 
three  years  of  the  five  years  shown  due  to  the  payment  of  compen- 
sation awards  to  claimants  with  pre-effective  date  injuries.  If  an 
excise  tax  on  vaccines  were  chosen  to  finance  these  outlays,  the 
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rate  of  tax  could  be  determined  in  a  risk-related  or  other  manner 
as  described  above. 

Table  3. — Committee  on  Energy  and  Commerce  Projected 
Outlays,  Fiscal  Years  1987-1991  ^ 

[Millions  of  dollars] 


1987 

1988 

1989 

1990 

1991 

1987-91 

25 

56 

38 

16 

18 

153 

1  These  estimated  outlays  are  based  on  H.R.  5546,  as  reported  by  the  Committee 
on  Energy  and  Commerce.  That  bill  included  an  8-year  limit  on  retroactive 
eligibility  for  compensation  awards.  The  Act  does  not  include  this  limit,  but  limits 
retroactive  eligibility  to  3,500  claims,  determined  on  a  first-come,  first-serve  basis. 

Source:  Committee  on  Energy  and  Commerce,  1986. 


III.  DESCRIPTION  OF  ALTERNATIVE  FUNDING  SOURCES 
FOR  THE  NATIONAL  VACCINE  INJURY  COMPENSATION 
PROGRAM  AND  ISSUES  ARISING  IN  CONNECTION  WITH 
SUCH  FUNDING  SOURCES 

Two  of  the  alternatives  for  financing  the  National  Vaccine 
Injury  Compensation  Program  are  general  revenue  appropriations 
and  a  special  dedicated  excise  tax  and  trust  fund.  Parts  A  and  B 
below  discuss  these  alternatives.  Part  C  examines  various  issues 
arising  in  connection  with  the  alternative  funding  sources. 

A.  General  Revenues 

One  possible  way  to  finance  the  vaccine  injury  compensation  pro- 
gram is  by  general  revenue  appropriations.  An  argument  in  favor 
of  this  approach  is  that  vaccines  serve  a  general  public  good,  by  in- 
hibiting the  spread  of  infectious  diseases;  compensation  for  vaccine- 
related  injuries  may  be  seen  as  a  method  of  achieving  this  general 
purpose.  Most  Federal  spending  programs,  including  numerous 
health  programs,  are  financed  with  general  revenues.  Compensa- 
tion programs  in  several  foreign  countries  are  financed  from  gener- 
al public  funds,  as  described  in  Appendix  C.  Some  of  these  coun- 
tries compensate  for  vaccine  injuries  as  part  of  more  general 
health  coverage  plans. 

B.  Dedicated  Excise  Tax  and  Trust  Fund 

As  an  alternative  to  funding  the  new  compensation  program 
from  general  revenues,  the  Subcommittee  may  wish  to  consider 
creating  a  trust  fund  for  this  purpose,  to  be  funded  (in  whole  or  in 
part)  by  a  specially  dedicated  excise  tax.  Trust  funds  have  been  es- 
tablished to  finance  various  Federal  expenditure  programs. 

A  vaccine  injury  compensation  trust  fund  could  be  financed  by 
an  excise  tax  on  the  specific  vaccines  to  which  adverse  reactions 
have  been  identified.  ^^  The  taxes  could  be  set  for  each  vaccine  in  a 
manner  to  approximate  the  anticipated  liabilities  arising  from  the 
use  of  each  type  of  vaccine.  This  approach  would  provide  the 
strongest  link  between  revenue  sources  and  expenditure  purposes. 
A  similar  approach  is  taken  with  the  Black  Lung  Disability  Trust 
Fund,  which  is  funded  by  an  excise  tax  on  coal.  A  possible  weak- 
ness of  this  approach  is  the  incompleteness  of  information  on  the 
rates  of  adverse  reactions  for  each  vaccine.  ^  ^  Information  reporting 
of  adverse  reactions,  as  provided  by  the  Act,  may  allow  more  accu- 


'8  This  approach  was  taken  by  H.R.  5546,  the  precursor  to  Title  III  of  P.L.  99-660,  as  intro- 
duced in  the  99th  Congress.  See  Appendix  B. 

'  ■'  The  Centers  for  Disease  Ckjntrol  currently  collects  voluntary  reports  of  adverse  reactions  of 
vaccines  administered  primarily  by  public  health  agencies,  but  there  is  no  mandatory  Federal 
reporting  of  vaccine  injuries. 

(16) 
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rate  determination  of  the  different  rates  of  taxation  for  each  type 
of  vaccine  in  the  future. 

An  important  feature  of  the  vaccine  market  is  that  approximate- 
ly one-half  of  all  vaccines  is  purchased  directly  or  indirectly  with 
Federal  and  State  government  funds.  ^^  Even  if  an  excise  tax  on 
vaccines  is  the  source  of  funds  for  the  compensation  program,  a  sig- 
nificant portion  of  the  total  excise  tax  collected  will  be  paid  by  the 
Federal  Government  using  general  revenues.  Further,  an  excise 
tax  may  increase  the  private  price  of  vaccines,  relative  to  the  price 
if  general  revenues  are  used  to  fund  the  program.  Given  the  free 
provision  of  vaccines  by  public  health  agencies,  the  higher  private 
price  could  create  an  even  stronger  incentive  among  individuals  to 
receive  all  vaccinations  from  these  agencies  and  may  require  an 
additional  Federal  Government  contribution  to  the  cost  of  the  im- 
munization program. 

C.  Issues  for  Consideration  in  Evaluating  Alternative  Funding 

Sources 

The  alternative  financing  sources  have  different  implications  on 
several  issues  that  may  affect  the  degree  to  which  the  compensa- 
tion program  achieves  its  objectives. 

Price  of  vaccines 

The  prices  of  vaccines,  inclusive  of  any  excise  tax,  are  likely  to 
be  higher  if  excise  taxes  on  vaccines  are  used  to  finance  a  trust 
fund  than  if  general  revenues  are  used.  The  excise  tax  on  the  vac- 
cine would  be  essentially  an  insurance  premium  to  cover  compen- 
sation for  potential  vaccine-related  injuries,  paid  for  by  consumers 
and  manufacturers.  If,  alternatively,  general  revenues  are  used  to 
finance  the  trust  fund,  this  insurance  premium  would  be  paid  by 
society  as  a  whole  through  the  Federal  Government. 

Thus,  the  choice  between  an  excise  tax  on  vaccines  and  the  use 
of  general  revenues  to  fund  the  compensation  program  depends,  in 
part,  on  the  degree  to  which  the  Federal  Government  should  subsi- 
dize the  cost  of  this  insurance.  As  discussed  in  Appendix  A,  it  gen- 
erally is  proper  to  include  in  the  total  private  cost  of  a  product  the 
cost  of  injuries  from  the  use  of  a  product.  Otherwise,  the  product 
will  tend  to  be  overused.  Because  the  benefits  of  vaccines  accrue  to 
other  individuals  in  addition  to  the  vaccine-recipient  (by  reducing 
the  likelihood  of  infection  in  non-immunized  individuals),  however, 
it  may  be  proper  in  the  case  of  childhood  vaccines  to  reduce  the 
private  cost  of  vaccines.  This  can  be  accomplished  by  a  Federal 
Government  subsidy  on  the  direct  purchase  price  of  vaccines  or,  al- 
ternatively, by  subsidizing  the  cost  of  sustaining  vaccine-related  in- 
juries. 

Another  concern  is  whether  the  price  of  vaccines  will  be  lower 
after  the  implementation  of  the  compensation  program  than  under 
prior  law.  Here  two  prices  to  the  consumer  are  important  to  consid- 


"  Federal  programs  include  grants  to  States  for  immunization  programs,  health  block  grants, 
the  Indian  Health  Service,  Medicedd,  and  medical  care  for  military  dependent  children.  State 
health  agencies  may  additionally  provide  State  funds.  See,  Institute  of  Medicine:  Division  of 
Health  Promotion  and  Disease  Prevention,  Vaccine  Supply  and  Innovation,  (1985),  p.  58,  for  data 
on  public  sector  purchases  as  a  percentage  of  all  purchases  for  1982. 


18 

er.  One  price  is  the  direct  price,  including  any  tax,  paid  for  the  use 
of  vaccines.  A  second  price  is  the  "price"  paid  by  those  who  sustain 
injuries  as  the  result  of  being  vaccinated.  This  "price"  depends  on 
the  likelihood  and  severity  of  a  potential  injury  to  the  consumer, 
less  compensation  received  for  the  injury.  While  a  generous  com- 
pensation system  funded  by  an  excise  tax  may  increase  the  direct 
price  paid  by  consumers,  the  "price"  of  injury  is  reduced.  The 
effect  of  the  compensation  program  on  increasing  compliance  with 
State  immunization  programs  depends  on  the  effect  of  the  program 
on  both  the  direct  price  and  the  "price"  of  injury. 

The  total  price  of  vaccines — consisting  of  the  direct  price  and  the 
"price"  of  injury — is  unlikely  to  decline  unless  (1)  the  Federal  com- 
pensation program  is  more  efficient  at  providing  insurance  than 
the  private  sector  and  (2)  the  sales  price  of  vaccines,  before  inclu- 
sion of  any  tax,  is  reduced  by  an  amount  approximating  the  com- 
pensation formerly  paid  by  manufacturers  and  now  provided  by  the 
compensation  program  (e.g.,  the  insurance  reserve  surcharge 
charged  to  purchasers  of  the  DPT  vaccine).  In  practice,  this  latter 
price  reduction  might  not  occur  immediately,  but  only  as  the  re- 
duced liabilities  are  recognized  by  manufacturers.  At  least  one 
major  vaccine  manufacturer  has  notified  its  purchasers  that  there 
would  be  no  immediate  price  reduction  in  its  vaccine  prices  as  a 
result  of  the  new  Federal  compensation  program.  The  amount  of 
the  eventual  price  reduction  relative  to  the  reduction  of  manufac- 
turers' liabilities  would  depend  in  part  on  the  competitive  nature 
of  the  vaccine  industry.  With  competitive  markets,  vaccine  prices 
ultimately  would  be  expected  to  decline  by  the  full  reduction  in 
manufacturers'  liabilities  if  the  lower  price  did  not  increase  the 
demand  for  vaccines.  If  the  lower  price  increased  the  demand  for 
vaccines,  then  the  eventual  price  may  decline  by  a  smaller  amount. 

As  stated  earlier,  the  vaccine  industry  is  composed  of  a  small 
number  of  manufacturers.  A  small  number  of  manufacturers  does 
not  imply  that  an  industry  is  noncompetitive.  Even  an  industry 
composed  of  a  single  firm  may  act  competitively  if  other  firms  are 
free  to  enter  the  industry.  If  the  vaccine  industry  or  the  market  for 
a  particular  vaccine  is  not  perfectly  competitive,  however,  but 
either  monopolistic  or  oligopolistic,  a  reduction  of  manufacturers' 
liabilities  can  reduce  vaccine  prices  by  either  more  or  less  than  in 
competitive  markets.  The  reduction  in  liabilities  can  also  change 
the  competitive  nature  of  the  industry,  for  example,  by  making 
entry  into  the  industry  more  attractive  to  other  firms. 

Government  fiscal  planning 

One  issue  the  Subcommittee  must  address  if  an  excise  tax/trust 
fund  alternative  is  adopted  is  whether  the  tax  should  be  sufficient 
to  finance  the  trust  fund  on  a  pay-as-you-go  basis,  a  fully  funded 
basis,  or  a  mixture  of  these  two  approaches.  Outlays  from  the  trust 
fund  will  vary  over  time  for  several  reasons.  First,  in  the  initial 
years  of  the  program,  a  greater  number  of  individuals  may  qualify 
for  compensation  than  will  qualify  in  later  years,  as  awards  are  au- 
thorized to  be  made  to  up  to  3,500  individuals  with  injuries  in- 
curred before  the  present-law  program  was  established.  Second,  the 
majority  of  payments  received  by  individuals  are  made  in  years 
after  the  initial  award  is  made.  For  example,  payments  to  individ- 
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uals  for  lost  earnings  are  made  only  after  an  individual  attains  the 
age  of  18.  It  may  take  many  years  before  the  trust  fund  reaches 
this  higher,  "steady-state"  level  of  annual  outlays. 

If  an  excise  tax  is  set  at  a  rate  sufficient  to  finance  only  current 
outlays  (a  pay-as-you-go  approach),  then  tax  rates  must  be  in- 
creased when  higher  annual  outlays  are  experienced.  As  the  trust 
fund  matures,  the  rate  of  tax  necessary  to  meet  current  outlays 
may  result  in  significantly  higher  vaccine  prices,  reducing  compli- 
ance with  the  State  vaccination  programs  or  placing  further  de- 
mands on  public  health  agencies  for  the  provision  of  vaccines.  A 
fully  funded  method  of  financing  would  require  higher  initial  tax 
rates,  but  may  result  in  lower  tax  rates  than  for  a  pay-as-you-go 
system  in  later  years.  Further,  a  fully-funded  approach  may  more 
accurately  portray  the  true  costs  of  the  compensation  program  and 
the  future  liabilities  of  the  fund. 

The  fully  funded  and  pay-as-you-go  approaches  are  not  exclusive. 
The  Subcommittee  could  choose  a  tax  reflecting  a  mixture  of  these 
approaches.  Higher  tax  rates  in  the  initial  years  could  be  used  to 
develop  a  partial  reserve,  requiring  less  significant  increases  in  the 
tax  rate  in  later  years.  This  pattern  is  illustrated  by  the  present- 
law  social  security  taxes,  which  are  set  in  such  a  manner  that  the 
trust  fund  currently  is  accumulating  reserves,  which  combined 
with  lower  estimated  future  tax  revenues  (due  to  a  shrinking  work 
force  relative  to  the  number  of  retired),  are  estimated  to  be  suffi- 
cient to  defray  forseeable  benefit  outlays. 

An  estimate  of  the  present  value  of  the  liabilities  arising  in  the 
first  five  years  of  the  operation  of  the  compensation  program  has 
been  prepared  by  a  private  firm.^^  These  estimates  are  useful  for 
considering  the  outlays  that  would  be  necessary  to  fully  fund  ac- 
crued liabilities  of  the  compensation  program.  Equivalently,  these 
are  the  outlays  that  the  firm  estimated  would  be  necessary  in 
order  to  purchase  annuities  to  cover  all  anticipated  future  pay- 
ments arising  from  compensation  awards  made  initially  in  these 
years. 

Table  4  presents  these  estimated  outlays  for  a  fully  funded  com- 
pensation program.  For  simplicity,  it  is  assumed  that  awards  for  all 
injuries  incurred  before  the  effective  date  of  the  compensation  pro- 
gram are  paid  by  the  program  in  the  first  year  of  operation.  Out- 
lays in  later  years  reflect  commitments  for  injuries  sustained  cur- 
rently. Outlays  are  assumed  to  increase  at  the  rate  of  inflation 
after  the  second  year. 

While  the  assumptions  made  in  these  estimated  outlays  differ  in 
several  important  respects  from  those  made  by  CBO  and  the 
Energy  and  Commerce  Committee  (Tables  2  and  3),  the  primary 
differences  in  the  estimated  outlays,  especially  in  the  later  years, 
occur  as  a  result  of  the  differences  between  fully  funding  the  com- 
pensation program  and  funding  it  on  a  pay-as-you-go  basis.  These 
outlays  are  significantly  higher  than  required  for  pay-as-you-go  fi- 
nancing in  the  first  five  years. 


'^  The  assumptions  on  the  incidence  and  severity  of  adverse  reactions  and  other  factors  affect- 
ing the  cost  of  the  compensation  program  are  independent  of  those  used  by  CBO  and  the  Energy 
and  Commerce  Committee  in  their  earlier  projections.  These  assumptions  have  not  been  re- 
viewed by  either  of  the  above  or  the  Joint  Committee  on  Taxation. 
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Table  4. — Estimated  Outlays  to  Fully  Fund  Trust  Fund,  First  5 

Years 


[Millions  of  dollars] 

Yearl 

Year  2 

Years 

Year  4 

Years 

196 

110 

114 

119 

124 

Source:  Putnam,  Hayes  &  Bartlett,  National  Vaccine  Program  Cost  Estimates, 
February  25,  1987. 

Table  5  presents  the  estimated  excise  tax  rates  necessary  to  fund 
the  compensation  program,  given  outlays  assumed  in  Table  4.  The 
first  year  tax  rate  is  higher  than  the  rate  in  later  years  due  to  the 
private  firm's  assumption  that  compensation  awards  for  all  pre-ef- 
fective  date  injuries  are  funded  in  this  year.  Even  after  the  first 
year,  however,  the  tax  rate  on  DPT  vaccine,  from  $3.77  to  $4.28  per 
dose,  exceeds  the  total  1986  per-dose  price  for  DPT  vaccine  pur- 
chased by  the  Federal  Government.  The  tax  rates  for  the  years 
shown  are  higher  than  under  a  pay-as-you-go  system. 

Table  5.— Estimated  Tax  Rates  Necessary  to  Fund  Vaccine 
Compensation  Program  on  a  Fully  Funded  Basis,  Years  1-5 

[Dollars  per  dose] 
Vaccine  Year  1      Year  2      Year  3      Year  4      Year  5 

DPT $7.11 

DT 09 

IVIMR 6.92 

Polio 46 

Source:  Putnam,  Hayes  &  Bartlett,  supra..  Years  1  and  2.  Future  year  rates 
projected  to  increeise  at  estimated  rates  of  inflation. 

Sunset  dates 

In  recent  years,  several  dedicated  taxes  and  trust  funds  adopted 
by  Congress  have  included  sunset  dates  to  ensure  periodic  review  of 
both  the  expenditure  programs  and  the  revenue  sources.  Propo- 
nents of  sunset  dates  might  suggest  inclusion  of  a  scheduled  sunset 
for  any  dedicated  taxes  adopted  to  fund  the  vaccine  compensation 
program.  While  sunset  dates  tj^ically  have  been  adopted  with 
trust  funds  for  public  works  programs  (e.g.,  the  Highway  Trust 
Fund)  rather  than  for  entitlement  programs  (e.g.,  the  Black  Lung 
Disability  Trust  Fund)  to  which  the  vaccine  program  is  more  close- 
ly analogous,  some  might  suggest  that  paucity  of  data  on  the 
extent  of  vaccine  injuries  and  potential  compensation  awards  make 
a  sunset  date  appropriate  for  any  funding  source  chosen  for  the 
program.  (The  Act  provides  new  information  reporting  require- 
ments so  that  better  data  may  exist  at  a  later  date.) 


3.77 

3.93 

4.10 

4.28 

.05 

.05 

.05 

.06 

3.68 

3.84 

4.00 

4.18 

.25 

.26 

.27 

.28 
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The  decision  on  whether  to  provide  a  sunset  date  for  any  funding 
source  the  Subcommittee  might  adopt  could  affect  decisions  on  the 
structure  of  that  funding  source.  For  example,  setting  tax  rates  to 
fully  fund  anticipated  liabilities  before  the  sunset  date  would  pro- 
tect future  benefits  of  all  claimants  under  the  compensation  pro- 
gram, while  permitting  an  objective  review  of  the  program  at  a 
specified  date.  A  pay-as-you-go  approach,  on  the  other  hand,  would 
leave  unfunded  liabilities  as  of  the  sunset  date.  These  liabilities 
would  have  to  be  reconciled  with  decisions  on  future  program  fund- 
ing and  benefit  pajrments  as  well  as  with  competing  budgetary  con- 
cerns generally.  Adhering  to  the  pattern  of  sunset  dates  adopted  by 
Congress  for  many  dedicated  taxes  and  trust  funds  in  recent  years 
could  require  revision  of  the  compensation  program,  as  presently 
enacted. 


APPENDICES 

Appendix  A.  The  Effect  of  Changes  in  Liability  on  Vaccine 
Manufacturers'  Behavior 

Generally,  changes  in  the  standards  of  product  liability  will 
affect  the  behavior  of  manufacturers  and  consumers  in  their  avoid- 
ance of  potential  dangers  in  the  use  of  a  product.  In  certaiii  in- 
stances it  may  be  most  efficient  for  manufacturers  to  be  assigned 
liability  for  damages  arising  from  the  use  of  their  products,  while 
in  other  instances  liability  should  rest  with  the  consumers. 

Under  the  present  tort-law  system,  a  manufacturer  is  liable  for 
damages  caused  by  its  products  if  it  can  be  shown  that  (1)  the  prod- 
uct was  responsible  for  the  damages  and  (2)  the  manufacturer  was 
negligent  or,  in  most  States,  the  lesser  standard  that  the  product 
was  defective.  A  product  defect  may  consist  of  a  manufacturing 
defect,  a  design  defect,  or  the  failure  to  provide  adequate  warning. 

To  the  extent  that  a  manufacturer  is  more  knowledgeable  than 
consumers  of  potential  hazards  of  its  products  or  of  alternative 
product  designs,  the  placement  of  liability  on  the  manufacturer  en- 
sures a  more  efficient  level  of  safety  precautions  is  undertaken.  In 
this  case,  the  manufacturer  is  in  a  better  position  than  consumers 
to  evaluate  the  risk  of  possible  damages  caused  by  the  product 
against  the  additional  cost  of  further  safeguards.  The  manufacturer 
should  undertake  all  cost-effective  measures  to  reduce  possible 
injury.  Any  reduction  in  the  liability  of  the  manufacturer  may 
cause  it  to  undertake  less  than  the  optimal  amount  of  precautions 
in  the  manufacturing  and  distribution  of  the  product,  ^o 

On  the  other  hand,  where  the  safety  of  the  product  is  most  de- 
pendent on  the  manner  in  which  the  product  is  used  by  the  con- 
sumer, and  this  use  cannot  be  monitored  at  a  low  cost  by  the  man- 
ufacturer, it  may  be  most  efficient  to  assign  liability  for  damages  to 
the  consumer.  In  this  case,  it  is  the  consumer  who  must  be  provid- 
ed with  the  proper  incentive  to  undertake  precautions  to  the  extent 
that  they  reduce  the  likelihood  of  injury. 

Finally,  in  certain  circumstances  it  is  equally  efficient  to  assign 
liability  for  damages  to  either  manufacturers  or  consumers.  This  is 
the  case  where  both  parties  are  fully  able  to  monitor  each  other's 
actions  at  equal  cost  or,  alternatively,  where  the  risk  of  injury  from 
a  product  is  not  controllable  by  either  party. 

Generally,  even  where  it  is  equally  efficient  to  assign  liability  to 
either  manufacturers  or  consumers,  it  is  inefficient  for  a  third 
party,  such  as  the  Federal  Government,  to  bear  liability  for  dam- 
ages. If  a  third  party  bears  liability,  the  private  cost  of  using  the 
product  is  reduced  by  the  cost  of  expected  damages,  even  though 


*°  If  consumers  are  risk-averse  and  mEinufacturers  are  risk-neutral,  however,  manufacturers 
may  still  f£iil  to  undertake  an  optimal  level  of  safety  precautions. 

(23) 
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society  must  bear  the  costs  of  these  damages.  The  lower  private 
cost  will  increase  demand  for  the  product  until  the  private  margin- 
al benefit  of  the  product  equals  the  private  marginal  cost.  In  gener- 
al, this  will  result  in  excessive  use  of  the  product,  because  the 
social  cost,  which  includes  the  cost  of  damages,  exceeds  the  private 
cost. 

In  the  case  of  vaccines,  however,  the  marginal  benefit  to  society 
of  an  individual  being  immunized  exceeds  the  private  marginal 
benefit.  This  is  because  some  of  the  benefits  of  an  individual's 
being  vaccinated  accrue  to  non-vaccinated  individuals,  whose 
chances  of  being  infected  by  the  disease  are  reduced  as  a  greater 
percentage  of  the  population  becomes  immunized.  Thus,  too  few 
people  from  society's  perspective  will  choose  to  be  vaccinated  (as- 
suming liability  for  damages  rests  with  either  manufacturers  or 
consumers).  Government  regulation  (compulsory  vaccinations)  and 
subsidies  for  vaccines  (or  taxes  for  not  being  immunized)  are  meth- 
ods for  achieving  a  higher  level  of  immunizations.  Similarly,  the 
Government's  assumption  of  liability  for  possible  damages  may 
reduce  the  private  cost  of  vaccines  to  the  consumer  and  encourage 
a  greater  use  of  vaccines. 

An  argument  is  sometimes  made  that  without  a  no-fault  stand- 
ard of  liability  ^  i  (the  manufacturer  is  held  liable  for  any  damages 
without  regard  to  fault),  there  will  be  little  incentive  for  manufac- 
turers to  undertake  research  and  development  of  safer  products. 
This  is  not  true  if  consumers  can  be  fully  informed  of  the  safety 
improvements  of  a  new  product.  With  liability  assigned  to  consum- 
ers (or  to  manufacturers  only  under  a  fault  standard),  manufactur- 
ers have  an  incentive  to  undertake  research  to  develop  safer  prod- 
ucts with  the  knowledge  that  consumers  would  be  willing  to  pay 
more  for  the  safer  products.  Only  where  consumers  cannot  be  in- 
formed of  the  differences  in  safety  between  alternative  products  at 
a  low  cost  may  there  be  a  significantly  greater  incentive  for  re- 
search to  develop  safer  products  under  a  standard  of  strict  liabil- 
ity. 2  2 

A  no-fault  or  negligence  standard  may  also  be  inefficient  where  a 
manufacturer  is  held  liable  for  damages  caused  by  the  use  of  the 
product,  but  not  liable  for  damages  that  would  have  occurred  even 
if  the  product  had  not  been  used.  Consider  the  hypothetical  case 
where  the  risk  of  adverse  reactions  to  a  vaccine  are  inversely  relat- 
ed to  successfully  immunizing  a  vaccine-recipient.  2  3  Assume  con- 
sumers do  not  know  the  hazards  of  alternative  products  and  that 
vaccine  manufacturers  are  held  liable  for  injuries  caused  by  the 
vaccine,  but  not  for  failure  to  prevent  the  disease  against  which 
the  vaccine  was  developed.  In  this  case,  manufacturers  would  over- 
protect  against  possible  adverse  reactions  caused  by  the  vaccine 
and  under-protect  vaccine-recipients  against  the  disease,  relative  to 


**  No-fault  liability  would  exist  if,  for  example,  the  program  were  funded  by  a  tax  on  each 
manufacturer  equal  to  compensation  and  dam^es  arising  from  use  of  that  manufacturer's  vac- 
cine. 

^^  If  the  returns  to  research  accrue,  in  part,  to  parties  other  than  those  undertaking  the  re- 
search, as  might  occur  in  the  absence  of  patent  protection,  from  society's  perspective  there  may 
be  an  underinvestment  in  resetirch  irrespective  of  the  assignment  of  liability. 

^^  This  relationship  is  assumed  only  for  this  hypothetical  example  and  may  not  be  true  in 
general. 
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the  social  optimum.  This  can  be  corrected  by  additionally  making 
manufacturers  liable  for  damages  caused  by  the  disease  that  could 
have  been  prevented  had  the  vaccine  been  fully  effective. 

Under  the  Act,  vaccine  manufacturers'  liability  for  damages  in 
civil  tort  actions  is  changed  somewhat.  Vaccine  manufacturers  will 
not  be  held  liable  for  damages,  either  directly  or  by  subrogation, 
where  the  vaccines  are  properly  prepared  and  proper  warning  is 
provided.  Proper  warning  is  assumed  if  the  product  is  manufac- 
tured in  compliance  with  certain  Federal  standards,  unless  there  is 
evidence  of  fraud,  intentional  withholding  of  information  relating 
to  the  safety  of  the  vaccine,  or  clear  and  convincing  evidence  that 
the  manufacturer  failed  to  exercise  due  care. 

The  revised  tort-law  liability  standards  were  believed  likely  to 
retain  the  proper  incentives  of  the  civil  tort  system  that  manufac- 
turers undertake  all  feasible  precautions  in  the  manufacturing  of 
vaccines  and  in  providing  warning  of  the  possible  risks  of  using  the 
vaccine. 2*  Where  it  is  very  difficult  to  detect  improper  vaccine 
preparation,  however,  a  no-fault  standard  of  liability  on  the  manu- 
facturers may  be  more  efficient.  Similarly,  incentives  to  undertake 
research  to  develop  safer  vaccines  may  be  reduced  relative  to  a  no- 
fault  standard  of  liability,  if  it  is  believed  that  consumers  cannot  be 
easily  informed  of  potentially  safer  vaccines. 


2*  Whether  the  standards  of  liability  provided  under  the  tort-law  changes  of  the  vaccine 
iiyuiy  compensation  system  are  significantly  different  than  under  prior  law  is  subject  to  inter- 
pretation. One  difference  with  prior-law  standards  is  that  the  failure  to  provide  direct  warnings 
to  the  injured  party  does  not  solely  constitute  improper  warning. 


Appendix  B.  Bills  Introduced  in  the  99th  Congress  to  Establish  a 
National  Vaccine  Injury  Compensation  Program 

H.R.  5546 

H.R.  5546,  introduced  in  the  99th  Congress  by  Mr.  Waxman  and 
others,  would  have  established  a  vaccine  compensation  program 
similar  to  that  eventually  enacted  in  P.L.  99-660.^5  This  program 
was  to  be  funded  by  means  of  a  National  Vaccine  Injury  Compen- 
sation Trust  Fund,  to  be  created  in  the  Internal  Revenue  Code. 
Revenues  from  an  excise  tax  on  specified  childhood  vaccines  (de- 
scribed below),  and  amounts  recovered  by  the  Trust  Fund  as  a 
result  of  subrogated  claims  against  vaccine  manufacturers  would 
have  been  deposited  in  this  Trust  Fund.  The  Trust  Fund  also  would 
have  had  authority  to  borrow,  as  repayable  advances,  amounts  nec- 
essary to  carry  out  the  purposes  of  the  compensation  program.  (An 
initial  advance  of  $40  million  would  have  been  appropriated  to  the 
Trust  Fund  under  the  bill.)  Claims  filed  against  the  Trust  Fund 
could  be  paid  only  out  of  the  fund. 

The  tax  under  H.R.  5546  would  have  been  imposed  on  the  sale  of 
a  childhood  vaccine  by  the  manufacturer,  producer,  or  importer. 
The  amount  of  the  tax  would  have  been  as  follows:  ^^ 

Tax  per 
In  the  case  of:  dose: 

Any  vaccine  containing  diphtheria  toxoid $0.01 

Any  vaccine  against  measles,  mumps  or  rubella  (or  any 

combination  thereof) 1.52 

Any  vaccine  containing  whole  cell  pertussis  bacteria, 
extracted  or  partial  cell  bacteria,  or  specific  pertussis 

antigens 1.54 

Any  vaccine  containing  polio  virus  (inactivated) 01 

Any  vaccine  containing  polio  virus  (live) 10 

Any  vaccine  containing  tetanus  toxoid 01 

These  amounts  were  to  be  adjusted  for  post-1986  inflation  in  the 
CPI  medical  care  component,  beginning  in  calendar  year  1988. 

H.R  1780 

H.R.  1780,  introduced  in  the  99th  Congress  by  Mr.  Madigan  and 
Mr.  Broyhill,  would  have  established  a  vaccine  injury  compensa- 
tion program  in  the  Department  of  Health  and  Human  Services. 
Under  this  program,  claims  for  compensation  would  have  been  de- 


2*  H.R.  5546  was  reported  by  the  House  Committee  on  Energy  and  Commerce  in  the  99th  Con- 
gress. A  modified  version  of  this  bill  was  incorporated  as  title  III  of  S.  1744  (P.L.  99-660).  The 
tax  and  trust  fund  provisions  origin£dly  included  in  H.R.  5546  were  deleted  from  the  legislation 
before  it  reached  the  House  floor. 

"«  These  tax  rates  were  not  prepared  or  reviewed  by  the  staff  of  the  Joint  Committee.  Reve- 
nues from  the  taxes  may  or  may  not  be  sufficient  to  finance  awards  under  the  compensation 
program  without  continuing  authority  to  borrow  from  general  revenues. 

(26) 
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termined  by  a  hearing  panel  appointed  by  the  Secretary  of  Health 
and  Human  Services.  Compensation  in  such  proceedings  would 
have  been  limited  to  $1  million  for  all  injuries  resulting  from  any 
vaccine,  with  a  $100,000  limit  on  awards  for  pain  and  suffering  and 
emotional  distress.  Compensation  would  have  been  awarded  on  a 
no-fault  basis. 

Rather  than  a  trust  fund  financed  with  Federal  tax  revenues, 
damages  would  have  been  paid  by  the  respondents  themselves,  i.e., 
manufacturers  £ind  distributors  of  vaccine  products  and  persons 
who  had  participated  in  the  administration  of  the  vaccine.  A  re- 
spondent would  have  had  the  option  of  submitting  to  the  jurisdic- 
tion of  the  hearing  panel,  or  insisting  upon  a  civil  trial  under  State 
tort  law;  the  incentive  for  participating  in  the  program  would  have 
been  the  liability  limits  above.  2"^  Respondents  paying  compensation 
under  the  program  would  have  been  permitted  to  bring  actions 
against  other  responsible  persons  for  all  or  part  of  the  damages 
(e.g.,  a  doctor  held  liable  for  administering  a  defective  vaccine 
could  proceed  against  the  vaccine's  manufacturer). 

S.  827 

S.  827,  introduced  in  the  99th  Congress  by  Senator  Hawkins, 
would  have  established  a  National  Vaccine  Injury  Compensation 
Trust  Fund,  to  be  funded  by  taxes  on  vaccine  manufacturers  and 
from  subrogation  rights.  A  claimant  proceeding  under  the  program 
would  have  been  permanently  barred  from  bringing  a  civil  damage 
action.  Liability  of  the  trust  fund  would  have  been  on  a  no-fault 
basis. 

In  addition  to  the  compensation  program,  S.  827  would  have  au- 
thorized the  Secretary  of  Health  and  Human  Services  to  assist  in 
providing  insurance  and  reinsurance  for  the  benefit  of  injured  par- 
ties with  respect  to  a  specific  vaccine,  if  the  Secretary  determined 
that  adequate  private  insurance  was  unavailable.  This  could  in- 
volve assisting  in  the  establishment  of  an  insurance  pool  among 
private  insurance  companies,  or  direct  provision  of  insurance  by 
the  Federal  Government.  A  National  Childhood  Vaccine  Insurance 
Fund  (distinct  from  the  compensation  program  that  was  enacted) 
would  have  been  created  to  pay  insurance  or  reinsurance  costs. 
This  fund  would  have  been  financed  by  premiums,  fees  or  other 
charges  in  connection  with  the  coverage  provided,  and  by  appropri- 
ated funds. 


*^  Under  H.R.  1780,  a  clfiimant  could  reject  a  decision  of  a  hearing  panel,  and  proceed  for 
damages  under  State  tort  law.  However,  once  the  respondent  had  consented  to  the  jurisdiction 
of  a  hearing  peinel,  the  claimfuit  would  remain  subject  to  the  statutory  liability  limits,  even  in  a 
civil  proceeding. 
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Appendix  C.  Vaccine  Injury  Compensation  Programs  in  Certain 

Other  Countries 

Various  foreign  countries  have  enacted  vaccine  compensation 
systems  at  the  national  or  regional  level.  These  systems  are  alike, 
in  that  all  provide  some  measure  of  compensation  on  a  no-fault  or 
reduced  fault  basis.  The  systems  differ  with  respect  to  types  and 
amounts  of  compensation,  exclusivity  of  remedies,  and  funding 
sources.  In  several  cases,  these  systems  are  part  of  more  gener^ 
programs  of  health  and  disability  benefits  which  would  result  in 
the  governments  of  the  country  underwriting  the  costs  of  vaccine 
injuries  even  without  a  specific  vaccine  compensation  program. 

A  brief  summary  of  three  of  the  larger  systems  follows.  ^^ 

United  Kingdom 

Under  the  Vaccine  Damage  Pajmients  Act  of  1979,  the  United 
Kingdom  provides  limited  flat-rate,  lump-sum  compensation  for 
vaccine  injuries  resulting  in  severe  disability.  This  amount  is  con- 
sidered an  additional  disability  benefit,  rather  than  compensation 
for  the  damage  sustained.  Injured  persons  also  may  seek  damages 
in  a  civil  action,  from  which  the  court  will  deduct  payments  re- 
ceived under  the  benefit  plan.  Benefits  under  the  plan  are  paid 
from  public  funds. 

The  benefit  plan  applies  to  vaccines  against  diphtheria,  tetanus, 
whooping  cough,  polio,  measles,  rubella,  tuberculosis,  smallpox,  ^^ 
and  any  other  disease  specified  by  the  Secretary  of  State.  The  pro- 
gram is  administered  by  the  Department  of  Health  and  Social  Se- 
curity, under  the  direction  of  the  Secretary  of  State. 

Federal  Republic  of  Germany 

The  Federal  Republic  of  Germany  provides  compensation  for  any 
unusual  health  impairment  resulting  from  a  vaccine  that  is  re- 
quired by  law,  recommended  by  competent  authority,  or  required 
for  reentry  into  the  country.  Compensation  includes  assistance  for 
the  health  and  economic  consequences  of  a  vaccine-related  injury, 
and  a  death  benefit  payable  to  survivors.  Assistance  takes  the  form 
of  a  pension,  to  be  uniform  with  those  provided  under  the  Federal 
Social  Assistance  Act.  Pensions  are  paid  by  authorities  responsible 
for  implementing  the  Federal  pension  law,  as  determined  by  the 
German  Lander  (i.e.,  regional)  governments.  The  state  becomes 
subrogated  to  the  rights  of  the  victim  against  third  parties,  to  the 
extent  of  the  assistance  provided. 


^*  In  addition  to  the  countries  mentioned,  compensation  systems  are  provided,  inter  alia,  in 
France,  Denmark,  and  Swltzerleind.  See,  Institute  of  Medicine:  Division  of  Health  Promotion  and 
Disease  Prevention,  Vaccine  Supply  and  Innovation  (1985),  Appendix  E,  pp.  176-182,  based  partly 
on  a  study  conducted  by  Prof.  Wendy  K.  Meuiner  of  the  Harvard  School  of  Public  Health. 

**  This  vaccine  was  discontinued  in  1971. 

(28) 


29 

Japan 

The  Preventive  Vaccination  Law,  as  amended  in  1976,  provides 
compensation  for  unavoidable  injuries  or  death  occurring  "through 
no  fault  of  doctors  or  other  personnel.  .  .".  Coversige  applies  to  all 
vaccines  for  diseases  specified  in  the  Preventive  Vaccination  Act 
and  tuberculosis  control  law,  including  pertussis,  diphtheria,  polio, 
measles,  rubella,  tuberculosis,  influenza,  cholera,  and  smallpox. 

Compensation  awarded  under  the  program  includes  medical  ex- 
penses; disability  pensions;  annuities  for  persons  caring  for  the  dis- 
abled person;  and  a  death  benefit.  No  specific  limits  are  imposed  on 
the  amount  of  an  award.  The  program  is  funded  50  percent  by  the 
national  treasury  and  25  percent  each  by  prefectures  and  munici- 
palities. A  recipient  of  compensation  under  the  program  may  also 
pursue  legal  remedies. 

O 


